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11 Patient identitier 2. Age at time of event: 4. Weight 1. Name {(give laveleg
40 YEARS 134.9 s *1 VERSED INJECTION (MIDAZOLAM HYDROCHLORIDE)
;’m T R female T ’
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1 deatn congenital anomaty !
= (morday) required intervention 6 prevent ¥ SEDATION smpmd or dose roduce:“snl H
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event AUG / 7 /1998 | thisrepon  FEB /15/ 1399 i = - e — 1 eintroduction
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'S. Describe event or problem . | 19.NOC 2 for pmducr problams cnry {it known) .I :
A 40 YEAR OLD FEMALE PATIENT DEVELOPED HEPATITIS 1 #1NA 2 NA yes '._ no !_“ doesnl

AND RIGHT OVARIAN CYST FOLLOWING THE USE OF
VERSED (MIDAZOLAM) FOR SEDATION.

MEDICAL HISTORY INCLUDES HASHIMOTO'S DISEASE
~ WITH HYPOTHYROIDISM, ADDISON'S DISEASE AND
FIBROMYALG!A. BLOOD TESTS WERE DONE EVERY 6
MONTHS AND HAD BEEN NORMAL. DECADRON HAD BEEN
- ADMINISTERED IN THE PAST WITHOUT PROBLEMS. NEVER
HAD VERSED BEFORE.
THE PATIENT REPORTS DRUG ALLERGIES TO SULFA,
ERYTHROMYCIN AND {ODINE. SHE DENIED SMOKING OR
ALCOHOL CONSUMPTION.
777N 22 JUL 98: THE PATIENT WAS SCHEDULED TO HAVE A
' CARTILAGE REPAIR ON HER KNEE.
; .'SODIUM 138 MMOLA (NORMAL RANGE 137-144),
. POTASSIUM 3.3 MMOLA, (NORMAL RANGE 3 5-4.8),
CHLORIDE 107 MMOLA (NORMAL RANGE 101- -109), CO2
26 MMOIA. (NORMAL RANGE 24-36), GLUCOSE 95 MG/DL
i (NORMAL RANGE 78-112), BUN 14 MG/DL {NORMAL
* RANGE 3-24) AND CREATININE 0.8 MG/DL {NORMAL
. RANGE 0.6-1.2).
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10. Concomitant mcdlc_iTpMempy dates
SYNTHROID CONTINUING
(LEVOTHYROXINE SODIUM)

(axclude rea: ment ol event)

FLORINEF  CONTINUING

CONTINUED

G. All manufacturers
. 1. Contact Office-nama/address

2. Phone Number
{973) 562-3523

GLOBAL DEVELOPMENT "
HOFFMANN-LA ROCHE ING.

340 KINGSLAND STREET
NUTLEY, NJ 07110-1199
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! VERSED 3 MG IV, FENTANYL (FLUDROCORTISONE) 100 (AINDA# 18.654 _ iy pe——
FEB /11 / 1999 IND # — r| company repfasemwol
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~E3ULT: 138 mmalL

POTASSIUM
+ 22-JUL-1998
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7. Other relevant history, including preexisting medica) condmoru (e g., allergias,
face. pragnancy. smoking and aiconot use, hepatic/renal dysfunction, etc.)
ADDISON'S DISEASE
HASHIMOTOQ'S DISEASE
HYPOTHYROIDISM
DRUG ALLERGY
DRUG ALLERGY
DRUG ALLERGY
. FIBROMYALGIA

CONTINUED §

Submission of a report does not constltuta an
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—~._ B.5. Describe event or problem - continued .

2

MCCG ", DECADRON (DEXAMTHA":‘ONé) 4 MG iIM AND 100
MG . DLICORTEF 1V (HYDROCC 3TISONE SODIUM SUCCINATE) WAS ADMINISTERED. 65 MG SPINAL
LIDOCAINE WAS ALSO ADMINISTERED. A PARTIAL MEDIAL MENISCECTOMY WAS COMPLETED
WITHOUT ANY PROBLEMS.

THE PATIENT RETURNED HOME WITH DARVOCET N100.

23 JUL 98: THE PATIENT STARTED TO EXPERIENCE A FUZZY SENSATION IN HER HEAD AND
STARTED TO EXPERIENCE FLU-LIKE SYMPTOMS SUCH AS HEADACHE, MILD BACKACHE, NAUSEA

TO A SUBARACHNOID PUNCTURE.

5 AUG 98: THE PATIENT REPORTED THAT SHE HAD FELT WEAK AND TIRED AND EASILY FATIGUED
WITH NAUSEA. SHE WAS ALSO EXPERIENCING SOME URINARY FREQUENCY.

SGOT 235 U/L (NORMAL RANGE 0-33), WBC 11.9 X1073/UL (NORMAL RANGE 4.5-11). URINE
CULTURE SHOWED NO GROWTH.

6 AUG 98: SGOT 149 U/, SGPT 653 U/L {NORMAL RANGE 0-36), ALK PHOS 82, TOTAL

BILIRUBIN 0.7 AND ALBUMIN 4.8 (NORMAL VALUES AND UNITS NOT PROVIDED UNLESS STATED).
THERE WAS NO SEROLOGICAL EVIDENCE OF HEPATITIS (A, B OR C). A MONGC SPOT TEST WAS
POSITIVE. ACETAMINOPHEN LEVEL WAS LESS THAN 1. AN ABDOMINAL ULTRASOUND WAS NORMAL
WITH NO ABNORMALITIES OF THEILIVER AND KIDNEYS. THE PATIENT WAS ADMITTED TO
HOSPITAL AND IV FLUIDS COMMENCED. ADDISONIAN CRISIS WAS INITIALLY SUSPECTED.

WITHIN NORMAL LIMITS.

SHE CONTINUED TO EXPERIENCE PAIN IN THE RIGHT ABDOMINAL AREA WITH WEAKNESS, EXTREME
NAUSEA AND A FUZZY SENSATION IN HER HEAD. SHE ALSO SUDDENLY STARTED TO EXPERIENCE A

BUZZING SENSATION IN HER HEAD AND PARAESTHESIA AFFECTING KER HANDS AND FOREARMS.

3 SEP 98: CYTOMEGALOVIRUS IGM AB WAS NEGATIVE, CMV IGG AB WAS 230 AUML, CONSISTENT
V/iTh FAST INFECTION. SGCT 20 UsL, SGPT 26 UL, WEC 11.3 X10/3/UL.

17 SEP 98: THE PATIENT ATTENDED OUT-PATIENTS FOR FOLLOW-UP. SHE COMPLAINED OF NiGHT
SWEATS OVER THE PAST WEEK BUT STATED THAT THEY HAD IMPROVED.

THE PREVIOUS ULTRASOUND, THE CYST APPEARED TO HAVE DZCREASED IN SIZE. NO
SIGNIFiICANT INTERNAL ARCHITECTURE OR MATERIAL WAS 1UENTIFIED. THE LEFT OVARY
APPEARED UNREMARKABLE. IMPRESSION: MOST LIKELY A CYST IN RIGHT OVARY. AN ABDOMINAL
ULTRASOUND WAS UNREMARKABLE. THE LIVER APPEARED NORMAL IN SIZE AND ECHOGENICITY.,
28 JAN 99: LIVER ENZYME LEVELS WERE NORMAL FOR PAST MONTHS.

THE PATIENT HAD CONSULTED 2 NEUROLOGISTS WHO WERE UNABLE TO MAKE A DIAGNOSIS.
THE BUZZING, PARAESTHESIA AND FUZZY SENSATION WERE PERSISTING.

THE COMPANY CONSIDERED THE HEPATITIS AND THE OVARIAN CYST TO BE MEDICALLY
SIGNIFICANT.

-6. Relevant tests/Nlaboratory data - continued
-AB RESULT: 3.3 mmol/L : ?

CHLORIDE
22-JUL-1998
LAB RESULT: 107 mmol/L

CARBON_DIOXIDE %ﬂﬂr%m
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L

22-JUL-1998
LAB RESULT: 26 mmol/L

GLUCOSE
22-JUL-1998
LAB RESULT: 95 mg/dL

BLOOD_UREA_NITROGEN
22-JUL-1998
LAB RESULT: 14 mg/dL

CREATININE
22-JUL-1998
LAB RESULT: .8 mg/dL.

SGOT -, {
5-AUG-1998
LAB RESULT: 235 U/L

SGOT
6-AUG-1998
LAB RESULT: 143 UL

SGOT
12-AUG-1998
LAB RESULT: 19 UL

SGOT
3-SEP-1998
LAB RESULT: 20 U/L

WBC
5-AUG-1998
LAB RESULT: 11.9 x10E3/uL

waC
12-AUG-1998
LAB RESULT: 13.5 x10E3/uL

Vil
3-S£P-1998
LAB RESULT: 11.3 x10E3/uL

URINE CULTURE
5-AUG-1998

NO GROWTH

SGPT
6-AUG-1998
LAB RESULT: 653 UL

SGPT
12-AUG-1998
LAB RESULT: 152 UL

SGPT
3-SEP-1998
LAB RESULT: 26 U/L
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CONTINUATION SHEET FOR FDA-3500A FORM
Mir report # 113082 ' Page 4
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NEGATIVE . '

MONOSPOT_TEST
6-AUG-1998

POSITIVE

ALK_PHOSPHATASE
6-AUG-1998
LAB RESULT: 82

NO NORMAL VALUES OR UNITS PROVIDED.

BILIRUBIN_TOTAL
6-AUG-1998
LAB RESULT: .7

. \
NO NORMAL VALUES OR UNITS PROVIDED.

ALBUMIN
6-AUG-1998
LAB RESULT: 4.8

NO UNITS OR NORMAL VALUES PROVIDED.
STOOL_CULTURE
NEGATIVE

ULTRASOUND SCAN
12-AUG-1998

AN ULTRASOUND OF THE ABDOMEN AND PELVIS WAS PERFORMED REVEALING A COMPLEX MASS IN
THE RIGHT ADNEX (SEEN ON PREVIOUS SCANS) WHICH WAS CONSIDERED TO REPRESENT A
HAEMORRHAGIC RIGHT OVARIAN CYST OR ENDOMETRIOS!S. THE REMAINDER OF THE PELVIS WAS
NORMAL.

ULTRASOUND SCAN
18-SEP-1998

A PELVIC ULTRASOUND WAS PERFORMED REVEALING THE FOLLOWING: THE UTERUS APPEARED
NORMAL IN SIZE, AND ECHO TEXTURE. NO MYOMETRIAL MASSES WERE NOTED. THE ENDOMETRIAL
STRIPE WAS WITHIN NORMAL LIMITS FOR THE PATIENT'S AGE. THE RIGHT OVARY MEASURED 3.8

X 3.5 X 3.78 CM. BASED ON THE REPORT OF THE PREVIOUS ULTRASOUND. THE CYST APPEARED

TO HAVE DECREASED IN SIZE. NO SIGNIFICANT INTERNAL ARCHITECTURE OR MATERIAL WAS
IDENTIFIED. THE LEFT OVARY APPEARED UNREMARKABLE.

ULTRASOUND SCAN

18-SEP-1998
AN ABDOMINAL ULTRASOUND WAS UNREMARKABLE. THE LIVER APPEARED NORMAL IN SIZE AND
oeemem | RECEIVED]
DRUG_LEVEL ] B
6-AUG-1998 FEB 1% 199y
ACETAMINOPHEN LEVEL LESS THAN 1.
BY:
B.7. Other relevant history - continued
THE PATIENT DOES NOT SMOKE OR DRINK.
C.10. Concomitart medical products and Therapy Dates - continued DSS
(FLUDROCORTISONE ACETATE) F’
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ELAVIL CONTINUING 22 1999

(AMITRIPTYLINE HYDROCHLORIDE)
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HAREARED

*3203556-X-008-05%

TYLENOL UNK
(ACETAMINOPHEN)

FENTANYL  22-JUL-1998 /22-JUL-18¢
(FENTANYL CITRATE)

DECADRON  22-JUL-1998 / 22-JUL-1998
(DEXAMETHASONE) '

SOLU-CORTEF  22-JUL-1998/ 22-JUL-1998
(HYDROCORTISONE SODIUM SUCCINATE)

LIDOCAINE  22-JUL-1998 / 22-JUL-1998
(LIDOCAINE)

PREDNISONE CONTINUING
(PREDNISONE)

g {
E.1. Initial reporter (Name, address & phone #) - continued

UNITED STATES OF AMERICA

G.8. Adverse event term(s) - continued

BACKACHE

TINNITUS

INCREASED URINARY FREQUENCY
RAISED WBC

FLUSHING

HEADACHE

WEAKNESS

NAUSEA

PARAESTHESIA

DIZZINESS

LAB TEST ABNORMAL
INCREASED STOOL FREQUENCY

RECEIVED
FEB 181995

BY:




